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Food and Drug Administratie
Atlanta District Office
DEPARTMENT OF HEALTH AND HUMAN SERVICES

60 8th Street, N.E.
Atlantas, Georgia 30309

September 13, 2004

VIA FEDERAL EXPRESS

Charles A. Egeland, President
St. Simons Altama Sfd Inc. 48ss
5598 Altama Ave

Brunswick, GA 31525-2205

04-ATL-20

Dear Mr. Egeland:

On July 14, 2004, FDA conducted an inspection of your seafood processing facility
located at 5598 Altama Ave, Brunswick, Georgia. During that inspection, our
investigator documented serious deviations from the seafood Hazard Analysis Critical
Control Point (HACCP) regulations, contained in Titie 21, Code of Federal Regulations,
Part 123 (21 CFR Part 123). These deviations cause your histamine-producing fish to
be in violation of section 402(a){4) of the Federal Food, Drug, and Cosmetic Act (the
Act), 21 U.S.C. § 342(a)(4), because the fish has been prepared, packed, or held under
insanitary conditions whereby it may become contaminated with filth, or may have been
rendered injurious fo health. You can find the Act and the seafood HACCP regulations
through links in FDA's home page at www.fda.goy.

The deviations of concern are as follows:

1. You must have and implement a written HACCP plan to control any food
safety hazards that are reasonably likely to occur, to comply with 21 CFR
123.6(b). However, your firm does not have a HACCP plan for fresh shrimp to
control the food safety hazard of undeclared sulfiting agents.

2. You must iImplement the record keeping system that you have listed in your
HACCP plan for your histamine prone fish, to comply with 21 CFR 123.6(b).
However, your firm did not record monitoring observations at the “Recelving”
critical control point to control the histamine formation hazard listed in your
HACCP plan for histamine-prone fish. Our investigator identified several
shipments of histamine prone fish recelved by your firm for which there were
no records of the adequacy of ice on said fish.
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